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-rne M A IL ,NG DATE of this communion eppeers on the cover sheet W ,th the correspondence e M ress- 

The request for ex parte reexamination filed 10 February 2 0M has been enncvw^ m ^ 

has been made. An identification of the clai ms, the referenceVr ened VZZZST* a , determ,na « 0 " 

determination are attached. rererences relied upon, and the rationale supporting the 

Attachments: aO PTO-892. b)g| PTO-1449, C )Q Other: 

1 • □ The request for ex parte reexamination is GRANTED. 

RESPONSE TIMES ARE SET AS FOLLOWS: 

For Patent Owner's Statement (Optional)- TWO MONTHS fr* m »k« m „ r . „ 

(37 CFR 1.530 (b)). EXTENSIONS OF T1MEARE GOVERNED^ ffV^ 37^JFR C °" mmlCMan 

For Requester's Reply (optional): TWO MONTHS from the date «# * 

Patent Owner's Statement (37 CFR 1 5351 NO PyT^£o?? e ^Ti Ce of an V fmely filed 

The request for ex parte reexamination is DENIED. 

CFR 1.515(c)). EXTENSION OF TIME TO ^i^i^^S^lS^^ L WS «™™nle*lon (37 

In due course, a refund under 37 CFR 1 .26 ( c ) will be made to requester 

a) D by Treasury check or. 

b) □ by credit to Deposit Account No. 



2. 1 



or 



c) □ by credit to a credit card account, unless otherwise notified (35 U.S.C. 



303(c)). 
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Reexamination 

No substantial new question of patentability is raised by the request for 
reexamination and prior art cited therein for the reasons set forth below. 

The requester indicates that claims 1-15 may be unpatentable over Chaterjee et 
al [US 5,474,935] In view of Izban et al [J. Biol. Chem. 264:9171 ,1989] which was cited 
during prosecution of the patent for which reexamination is requested. 

The claims of 6,261 ,834, for which reexamination is requested, require an AAV 
vector that comprises two inverted repeats of AAV-2 and at least one cassette 
comprising a promoter capable of cell specific expression operably linked to a 
heterologous gene where the cassette lies between the inverted repeats. 

Requestor has asserted that the '935 patent discloses an AAV vector that 
appears to be free of all AAV protein coding sequences and endogenous AAV 
promoters and contain cis-active DNA sequences for AAV DNA replication, 
encapsidation and host cell-specific expression. That is. it discloses an AAV vector that 
comprises two AAV-2 inverted repeats between which is included an expression 
cassette operably linked to a heterologous gene. Requestor asserts that Izban et al., 
cited in the prosecution of the '834 patent, discloses a known cel. specific promoter. ' 

The Chaterjee patent does not raise new substantial issues of patentability as to 
the '834 claims since the Chaterjee invention is clearly drawn to AAV based vectors with 
strong constitutive promoters (see column 9 last paragraph - column 10 line 14. for 
example). The invention is clearly drawn to the use of strong constitutive promoters in 
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order to a»ow for highly efficient expression in target cells. All promoters disclosed in the 
patent are strong constitutive promoters. There is simply no motivation provided in me 
art ne^y cited or the art of record to use other than a strong constitutive promoter. 

The difference between the newly cited Chatetjee et al patent and the lebkowski 
et al reference (Mol. Cel, Biol. 8: 3988, 1988] , which was cited in combination with 
bban et al in the prosecution of the '834 patent, lies in the disclosure of an AAV vector 
mat appears ,o be free of al, AAV protein coding sequences and endogenous AAV 
promoters and contain cis-active DNA sequences for AAV DNA replication, 
encapsidation and host cell-specific expression by Chaterjee et al.. and where 
Lebkowski e, al did not make an AAV vector the, deleted all AAV protein coding 
sequences and promoters between the inverted repeats, but. made an assertion that 
such a vector could be made. However, the Boatd in their decision to reverse the 
Lebkowski e. a.. Izban e, a.. ,03 rejection of record addressed mis difference The 
Board asserted mat. even if the Board agreed ,ha, me assertion of Lebkowski e. al 
expressly suggested de.e,ing the entire sequence between the ITRs. the prior art wou* 
no, have suggested to those of ordinal skHI in the art to insert a promoter other than 
P40. Further « was asserted by the Board -given fha. teban does no, suggest inserting 
its promoter in an AAV expression vector, the onfy reason for doing so is previded by 
appellants disclosure- (see pages 1 1 and ,2 of tee Board Decision, paper No 32 of 
6.261.834). Chatenee e, a,., nor , 2 ban e, a., suggest using a cef. specific premoter. The 
newly cited reference, in view of ,he above, is considered cumulate to the teachings of 
the art cited in the eariier concluded examination of the patent. 
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The references set forth in trie-request , as drawn to sections I, II, and III. of the 
request for reexamination, have been considered both alone and in combination. They 
fail to raise a substantial new question of patentability as to any of the claims of 
6,261.834. Accordingly, the request for reexamination is DENIED. 

It is noted that an issue not within the scope of reexamination proceedings has 
been raised. In section IV of the request for reexamination the pertinency of Liu et al. 
[Virology 1 82:361-364. 1 991] and other references sited within section IV are discussed. 
The discussion is drawn solely to the enablement of the '834 ciaims. In MPEP 2217 it is 

stated: 

Substantial new questions of patentability must be based on patents or printed 
publications. Other matters, such as public use or sale, inventorship. 35 U.S.C. 101. 35 
U.S.C. 112. fraud, etc.. will not be considered when making the determination on the 
request and should not be presented in the request Further, a prior art patent or printed 
publication cannot be properly applied as a ground for reexamination if it is merely used as 
evidence of alleged prior public use or sa.e, insufficiency of disclosure, etc. The prior art patent 
or printed publication must be applied directly to claims under 35 U.S.C. 103 
and/or an appropriate portion of 35 U.S.C. 1 02 or reiate to the app„cat.on of other prior 
art patents or printed publications to claims on such grounds. 

The issue will not be considered in a reexamination proceeding. 37 
CFR 1 .552(c). While this issue is not within the scope of reexamination, the patentee is 
advised that it may be desirable to consider filing a reissue application provided that the 
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patentee believes one or more clairrrs to be partially or wholly inoperative or invalid 
based upon the issue. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sean R McGarry whose telephone number is (703)305- 
7028. The examiner can normally be reached on M-Th (6:00-4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, John LeGuyader can be reached on (703) 308-0447. The fax phone 
numbers for the organization where this application or proceeding is assigned are (703) 
308-4242 for regular communications and (703) 872-9307 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
0196. 
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Ponnaznagan et al., "Differential e xpression in human cells from he d6 DmmLr 7? 

(AAV) infection: human egakaryocytic leukaemia cells are non-permissive for^^fL™- 
J. General V.rnln^ n. n x M 122 (i 996); Permissive tor AAV mfectton , 




Miller et al., "Chromosomal effects of adeno-associated virus vector inf^tw xt ^ — 
gsneljcs30: 147-148 (2002); integration", HatuiB 
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Rinaudc jet al., "Conditional Site-Specific Integration into Human Chromosome 19 by Using a 
mHs* (MOO) 601 ChimeriC Aden °- AsSOciated Virus/Re P Prote in». Journal of 7^1 )• 


Philpott et a., Efficient Integration of Recombinant Adeno- Associated Virus DNA Vectors ' 
Requires a p5-rep Sequence in cis". Journal of Virology 76(1 1): 541 1-5421 (2002V 


Yang etal., "Cellular Rccombmation Pathways and Viral Teiminal Repeat Hairpin Structures 
Are Sufficient for Adeno-Associated Virus Integration In Vivo and In Vitro" Joural of 
Virology 71(12: 92310-9247 (1997); and ' 
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Summons of the civil action captioned "Avigen, Inc. v. Research Corporation Technoloev 
Inc." ("Avigen v. RCT"), Case No. C02 0880, United STates District Court for the Northern 
District of California ("Avigen v. RCT") 
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